AUTHENTICATED
U.S. GOVERNMENT
INFORMATION

GPO

Food and Drug Administration, HHS

device that was in commercial dis-
tribution before May 28, 1976, or that
has, on or before October 4, 2012, been
found to be substantially equivalent to
any permanent pacemaker electrode
device that was in commercial dis-
tribution before May 28, 1976. Any
other pacemaker repair or replacement
material device shall have an approved
PMA or declared completed PDP in ef-
fect before being placed in commercial
distribution.

[45 FR 7907, Feb. 5, 1980, as amended at 52 FR
17736, May 11, 1987; 77 FR 39927, July 6, 2012]

§870.3690 Pacemaker test magnet.

(a) Identification. A pacemaker test
magnet is a device used to test an in-
hibited or triggered type of pacemaker
pulse generator and cause an inhibited
or triggered generator to revert to
asynchronous operation.

(b) Classification. Class I (general con-
trols). The device is exempt from the
premarket notification procedures in
subpart E of part 807 of this chapter
subject to the limitations in §870.9.

[45 FR 7907-7971, Feb. 5, 1980, as amended at
61 FR 1121, Jan. 16, 1996; 66 FR 38796, July 25,
2001]

§870.3700 Pacemaker programmers.

(a) Identification. A pacemaker pro-
grammer is a device used to
noninvasgively change one or more of
the electrical operating characteristics
of a pacemaker.

(b) Classification. Class III (premarket
approval).

(c) Date PMA or notice of completion of
PDP is required. A PMA or notice of
completion of a PDP is required to be
filed with the Food and Drug Adminis-
tration on or before September 20, 2012,
for any pacemaker programmer that
was in commercial distribution before
May 28, 1976, or that has, on or before
September 20, 2012, been found to be
substantially equivalent to any pace-
maker programmer that was in com-
mercial distribution before May 28,
1976. Any other pacemaker programmer
shall have an approved PMA or de-
clared completed PDP in effect before
being placed in commercial distribu-
tion.

[45 FR 7907, Feb. 5, 1980, as amended at 52 FR
17736, May 11, 1987; 77 FR 37573, June 22, 2012]

§870.3730

§870.3710 Pacemaker repair or re-
placement material.

(a) Identification. A pacemaker repair
or replacement material is an adhesive,
a sealant, a screw, a crimp, or any
other material used to repair a pace-
maker lead or to reconnect a pace-
maker lead to a pacemaker pulse gen-
erator.

(b) Classification. Class III (premarket
approval).

(c) Date PMA or notice of completion of
PDP is required. A PMA or notice of
completion of a PDP is required to be
filed with the Food and Drug Adminis-
tration on or before November 21, 2011,
for any pacemaker repair or replace-
ment material device that was in com-
mercial distribution before May 28,
1976, or that has, on or before Novem-
ber 21, 2011, been found to be substan-
tially equivalent to any pacemaker re-
pair or replacement material device
that was in commercial distribution
before May 28, 1976. Any other pace-
maker repair or replacement material
device shall have an approved PMA or
declared completed PDP in effect be-
fore being placed in commercial dis-
tribution.

[45 FR 7907, Feb. 5, 1980, as amended at 52 FR
17736, May 11, 1987; 76 FR 50666, Aug. 16, 2011]

§870.3720 Pacemaker electrode func-
tion tester.

(a) Identification. A pacemaker elec-
trode function tester is a device which
is connected to an implanted pace-
maker lead that supplies an accurately
calibrated, variable pacing pulse for
measuring the patient’s pacing thresh-
old and intracardiac R-wave potential.

(b) Classification. Class II (perform-
ance standards).

§870.3730 Pacemaker service tools.

(a) Identification. Pacemaker service
tools are devices such as screwdrivers
and Allen wrenches, used to repair a
pacemaker lead or to reconnect a pace-
maker lead to a pacemaker generator.

(b) Classification. Class I (general con-
trols). The device is exempt from the
premarket notification procedures in
subpart E of part 807 of this chapter
subject to the limitations in §870.9.

[45 FR 7907, Feb. 5, 1980, as amended at 54 FR
25049, June 12, 1989; 66 FR 38797, July 25, 2001]
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